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May 6, 1997

Dr. Elizabeth Yetley,
Director, Office of Special
Nutritional
Food & Drug Administration
200 C Street NW
Washington DC 20204

Dear Dr. Yetley:

Enclosed you will find HVL Incorporated’s submission of one structure-
fimction claim for notification for the product Cal 6+Mg. This is replacing the
previously submitted claim for Cal 5+Mg. As always, this claim specifically
correlates with the substantiation which we hold in our office. The bold
disclaimer will also be placed adjacent to the claim.

If you have any questions or comments, please contact AmyAbbato(412)494-
0100 ext. 712 directly.

Thank you for your consideration and attention.

Sincerely,
.

L.D&glas Lioon

President, HVL Inc.

Enclosures



NEW CLAIM FOR PRODUCT. 7016

Ca16 + Mg is a special chelate complex of 6 sources of calcium with
Magnesium and other ingredients to assist the body ik maintaining

Ilhealthy bones. Calcium is a
and teeth.
product is
disease.

This statement
not intended to

primary mineral for buikiing strong bones
has not been evaluated by the FDA. This
diagnose, treat, cure or prevent any

CLAIM FOR PRODUCT: 7015 (PREVIOUSLY SUBMITTED)

Ca15 + Nlg is a special chelate complex of 5 sources of phosphorus-free
calcium with Magnesium and other ingredients to assist the body in
maintaining healthy bones. Calcium is a primary mineral for building
strong bones and teeth. This statement has not betn evaluated by
the FDA. This product is not intended to diagnose, treat, cure or
m-event anv disease.
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re:
7015 labelclaimchange

to:Amy

from: Lily

date: May 5, 1997

.

While reviewinga proofof the label revisionsto 7015 (changing it to a 6-source calcium)

Doug removed all mention of “Phosphorus-Free”, so I am removing those same words

from the claim on the label and in the catalog.

Cal-6+Mg.TMis a special chelate complex of 6-sources of
calcium with magnesium and other ingredients to assist the
body in maintaining healthy bones. Calcium is a primary
mineral for building strong bones and teeth. This statement
has not been evaluated by the FDA. This pro~cluct is not
intended to diagnose, treat, cure or prevent armydisease.



Cal”6+Mg:
Six-SourceCalciumComplex with
Magnesium (In a Ca/Mg 2:1 ratio)
and Synergisms

Douglas
Laboratories” 90 Tablets

E2Ekiil
●Six-sourceCalcium asa Calcium ChelateComplex.
Cal-6+Mg.~ Corn lex is an exclusive Calcium-

/Chelate Complex o Calcmm Citrate, Calcium Glu-
cormte,Calcium Ascorlmte,Calcium Carbonate,Cal-
cium Lactate,CitIcium Micrmxystalline Hydroxyap-
atite,and theAmino Acids GlutarnicAcid andLysine
Hydrochloride to supply readily available Calcium.
Other hsgredient.w Boron (Aspartate/Citrate) 3
reg., Glutamic Acid 75 reg., L-Lysine HCI 36 mg,
and Magnesium Carbonates, In a base of Silica.

This productcontains NO yeast, wheat, soy,corn, millq sal~
sugar, artificial coloring, presematives or flavoring.

Irsgredients:Calcium (Citrate, Gluconate,Carbonate,hctate,
Ascorbate,Microqstalline Hydroxystpatite),MagnesiumCldatq
GlutamicAcid, Cellulose,AscorbicAcid, Lysine, Boron, Mag-
nesium Stearate (Vegetable Source), Silica rmd Vitamin D.

Douglas Laboratories Pittsburgh, PA 15205

Suggested Usage: As a dietary supplement, adults take 3
tablets daily during pregnancy and lactation or asotherwise
iirectedby physician,This Droductis LWSIden &fom ~~s,

KEEP OUT-OF REACH-OF CHILDREN. STORE [N A
COOL, DRY PLACE. TAMPER RESISTANT PACKAGE,

DO NOT USE [F OUTER SEAL 1SMISSING.

=

Cal-6+Mg.~ is a special chelate complex of 6 sourcesof
calcium with magnesiumand other ingredientsto assisttbe
body in maintilining healthy bones. Calcium is a primary
rruneralfor buddingstrongbonesand teeth.This statement
has not been evaluated by the FDA. This product is not
intended to diagnose, treat, cute or prevent any disease,
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